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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 2-25-04 has been entered. 

Response to Arguments 

2. The rejection of claim 11 under 35 USC 102(e) and the rejection of claim 13 under 35 
USC 1 12, 2nd have been withdrawn in response to Applicant's response filed 1-22-04. 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC § 102 

4. Claim 12 remains rejected and claim 13 is rejected under 35 U.S.C. 102(e) as being 
anticipated by Jager et al. (WO 01/47959 A2; see IDS received 4-18-02, reference AJ), for the 
reasons of record set forth in the Official Action mailed 8-25-2002. 

Applicant's arguments filed 1-22-04 have been fully considered but they are not 
persuasive. Applicants argue that since claim 1 1 has been amended to recite that the 90% identity 
is to the foil length of the polypeptide set forth in SEQ ID NO: 475, this amendment would 
obviate the pending rejection. The rejection of claim 1 1 was withdrawn, however the rejection 
of claim 12 is maintained since it is drawn to a method comprising the administration of an 
physiologically acceptable carrier or immunostimulant, and a polypeptide comprising at least 20 



Application/Control Number: 10/076,622 Page 3 

Art Unit: 1635 

contiguous amino acids of the polypeptide set forth in SEQ ID NO: 475. Claim 13 is drawn to 
the method of claim 1 1, wherein said immunostimulant is selected from the group consisting of 
monophosphoryl lipid A, 3-de-O-acylated monophosphoryl lipid A, and a saponin alone or in 
combination. 

SEQ ID NO: 16 of Jager et al. as disclosed in application 09/451,739 (priority date of 1 1- 
30-1999) comprises a sequence that is 99% identical to residues 338 to 847 of SEQ ID NO: 475 
of the instant application. This polypeptide comprises at least 20 contiguous amino acids of the 
polypeptide set forth in SEQ ID NO: 475 of the instant application. Additionally, Jager et al. 
teach the immunotherapeutic treatment of a patient comprising administering the peptides 
disclosed by Jager et al. or immunoreactive portions thereof The administration of said peptides 
may be administered in the form of a composition comprising standard pharmaceutical carriers, 
adjuvants, such as saponins, GM-CSF, and interleukins, see page 29, 2nd paragraph. Therefore, 
Jager et al. teach a method for stimulating an immune response by administration of a 
polypeptide comprising at least 20 contiguous amino acids of SEQ ID NO: 475, and further 
wherein said polypeptide is administered with an immunostimulant, wherein said 
immunostimulant is saponin. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

6. Claim 11 remains rejected and claims 12-13 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
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subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention, for the reasons of record set forth in the Official action 
mailed 3-11-03 (Written Description). (In the Office Action mailed 8-25-03, the examiner 
mistakenly withdrew the rejection of claim 1 1 set forth in the Official action mailed 3-1 1-03.) 
7. Applicant's arguments filed 6-05-03 were fully considered but they are not persuasive. 
Applicants traversed the instant rejection on the grounds that a sufficient and relevant identifying 
characteristic shared by members of the currently claimed genus is their % identify to the 
polypeptide set forth in SEQ ID NO: 475. Moreover, Applicants argue that the skilled artisan 
would understand and expect that an entire class of polypeptides structurally related to SEQ 
IDNO: 475, e.g., sequences having at least 90% identify to SEQ ID NO: 475, would also be 
useful in the context of the Applicant's invention, despite the fact that they are not identical with 
the specific sequence of SEQ ID NO: 475. 

The examiner agrees that there maybe polypeptides having 90% identity to SEQ ID NO: 
475, which are useful in the context of the Applicant's invention. However, out of the broad 
genus of polypeptides which may have 90% identity to SEQ ID NO: 475, it is unclear how the 
skilled artisan, apart from further experimentation, would be able to predict which combination 
of modifications of SEQ ID NO: 475 that would produce a polypeptide of 90% would produce a 
polypeptide that is useful for producing an immune response in a patient for therapeutic 
purposes. There is no guidance as to which 10% of SEQ ID NO: 475 may be deleted, substituted 
or inserted, such that a polypeptide having at least 90% identity to SEQ ID NO: 475 is produced, 
wherein said polypeptide is useful for producing an immune response in a patient for therapeutic 
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purposes. Moreover, in regards to claim 12, Applicants do not provide sufficient guidance to the 
skilled artisan to predict which polypeptide comprising a 20 amino acid stretch of SEQ ID NO: 
475 would produce a polypeptide useful in the claimed methods for producing an immune 
response in a patient for therapeutic purposes. 

As stated in the prior Office Action, due to the limited structural information regarding 
what amino acid residues that may be deleted, substituted or inserted into the polypeptides 
according to the present invention, wherein said polypeptide retains at least 90% identity to SEQ 
ID NO: 475 or at least 20 contiguous amino acids of SEQ ID NO: 475 and maintains the ability 
to be used to stimulate an immune response in a patient, the level of unpredictability associated 
with protein structure and predicting protein function, and the lack of guidance thereof in the 
specification as filed, it is concluded that Applicant's disclosure is insufficient to adequately 
describe the genus of polypeptides encompassed by the claimed invention. Applicant's 
specification does not provide sufficient description for the broad genus of polypeptides 
encompassed by the instant claims since providing a means to isolate a compound cannot show 
possession. What is required is an actual description of the claimed invention, particularly by 
means of drawings or structural chemical formulas that show that the invention was complete at 
the time of filing of the claimed invention. 

The general knowledge and level of skill in the art do not supplement the omitted 
description because specific, not general, guidance is required. Since the disclosure fails to 
describe the common attributes or characteristics that identify the members of the genus, and 
because the genus is highly variant, the disclosed sequence of SEQ ID NO: 475, alone is not 
sufficient to describe claimed genus. 
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One of skill in the art would reasonably conclude that the disclosure fails to provide a 
representative number of species to describe the genus. Thus, applicant was not in possession of 
the claimed genus. 

8. Claims 11 remains rejected and claims 12-13 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention, for the reasons of record set forth in the Official Action mailed 3-11-03, and those 
reasons set forth below. (In the Office Action mailed 8-25-03, the examiner mistakenly 
withdrew the rejection of claim 1 1 set forth in the Official action mailed 3-1 1-03.) 

Applicant's arguments filed 6-05-03 were fully considered but they are not persuasive. 
Applicants traversed the instant rejection on the grounds "that a skilled artisan would appreciate, 
particularly in light of the specification, that the claimed polypeptides could be used to generate a 
specific immune response against said polypeptide that is over-expressed on breast tumor tissues 
as compared to normal tissues. It is well accepted that the body's immune system normally keeps 
many cancers in check and that stimulation or re-stimulation of immune cells specific for 
antigens associated with cancer would be expected to lead to a therapeutic benefit. Thus, the 
specific immune response would preferentially target tissues that over-express the polypeptide 
(i.e., tumor tissue). In this manner, the specific immune response generated would be effective 
in alleviating a cancer associated with the over-expression of the polypeptide of SEQ ID NO: 
475." 
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First it is noted that Applicant's refer to prophetic teachings in the specification as filed 
as support for the enablement of the full scope of the claimed invention, specifically including 
the therapeutic treatment of breast cancer comprising the stimulation of an immune response in a 
patient comprising the administration of the polypeptides of the claimed invention. However, 
besides the fact that SEQ ID NO: 475 is over-expressed in breast tumor cells, there is no 
evidence that the expression of the polypeptides of the invention has a direct causal effect on the 
development of breast cancer, i.e. there is no elucidation of the actual function of the polypeptide 
within the breast cancer tissue. Moreover, there is no evidence that by stimulating the 
production of antibodies targeting this particular "antigen" would necessarily lead to the 
production of treatment effects specifically correlated with the treatment of breast cancer as it 
relates to the expression of the polypeptides of the present invention. Applicant's arguments are 
based solely upon prophetic teachings in the specification as filed. 

It is not feasible to extrapolate the prophetic teachings of the specification to the practice 
of the full scope of the claimed invention due to the unpredictability associated with the behavior 
of drugs in vitro and their actual function in an animal in vivo. For example, Gura (Science, 
1997, Vol. 278, pp. 1041-1042) teaches that researchers face the problem of sifting through 
potential anticancer agents to find ones promising enough to make human clinical trials 
worthwhile, and that since formal screening began in 1955, many thousands of drugs have shown 
activity in either cell or animal models but that only 39 have actually been shown to be useful for 
chemotherapy (p. 1041, see first and second paragraph). Due to the known unpredictability 
associated with drug therapy, specifically for the treatment of cancer, in the absence of actual 
experimental evidence, or even an actual working in vitro model, no one skilled in the art would 



Application/Control Number: 10/076,622 Page 8 

Art Unit: 1635 

accept the assertion that the full scope of polypeptides encompassed by the instant claims would 
be specifically useful for the immuno-therapeutic treatment of breast cancer. 

Hartwell et al. (Science, 1997, Vol. 278, pp. 1064-1068) teach that an effective 
chemotherapeutic must selectively kill tumor cells. However, as this reference suggests, most 
effective anticancer drugs have been discovered by serendipity and that the exact molecular 
alterations that provide selective tumor cell killing are unknown and that even understanding the 
detailed molecular mechanism by which a drug acts often provides little insight into why the 
treated tumor cell dies (bridging paragraph 1064-1065). Furthermore, Hartwell et al. teach that 
anti-tumor agents must accomplish several tasks to be effective. These tasks include, delivery 
into the circulation that supplies the tumor or metastatic promoter producing cells, interacts at the 
proper site of action, and must do so at a sufficient concentration and for a sufficient period of 
time. 

The specification as filed does not teach one of skill in the art how to deliver the claimed 
polypeptides to a particular target tissue within an organism in order to produce a therapeutic 
result. In addition, variables such as biological stability, half-life or clearance from the blood are 
important parameters in achieving successful therapy. The claimed formulations may be 
inactivated in vivo before producing a sufficient effect, for example by degradation, 
immunological activation or due to an inherently short half-life of the formulation (See 
Thompson, Medicinal Research Reviews, Vol. 21, No. 5, pages 412-449, 2001, especially pages 
412-414). The specification does not provide sufficient guidance or instruction in regard to these 
issues and provides no working examples that would allow one skilled in the art to use the 
claimed compositions throughout the full scope of the claims without undue experimentation. 
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9. 



Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Janet L. Epps-Ford, Ph.D. whose telephone number is 571-272- 
0757. The examiner can normally be reached on Monday-Saturday, Flex Schedule. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John L. LeGuyader can be reached on 571-272-0760. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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